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1. This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 
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This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of 4 sheets. 



3. This report contains indications relating to the following items: 



I 




Basis of the report 


II 


□ 


Priority 


III 




Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 


IV 


□ 


Lack of unity of invention 


V 




Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations suporting such statement 


VI 


□ 


Certain documents cited 


VII 




Certain defects in the international application 


VIII 


8 


Certain observations on the international application 



Date of submission of the demand 
25/09/2000 


Date of completion of this report 
19.06.2001 


Name and mailing address of the international 
preliminary examining authority: 

^ European Patent Office 
^gSj D-80298 Munich 
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Fax: +49 89 2399 - 4465 


Authorized officer ^-^x 
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Telephone No. +49 89 2399 2957 \5fiSE>^ 
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INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application No. PCT/G BOO/009 19 



I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 1 7))\ 
Description, pages: 

1-12 as originally filed 

Claims, No.: 

1-30 as received on 24/03/2001 with letter of 19/03/2001 

Drawings, sheets: 

1/4-4/4 as originally filed 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

E the claims, Nos.: 31-33 
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□ 



the drawings, 



sheets: 



5. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 

III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application. 
K claims Nos. 30. 



□ the said international application, or the said claims Nos. relate to the following subject matter which does 
not require an international preliminary examination (specify): 



□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 



□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

K no international search report has been established for the said claims Nos. 30. 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide 
and/or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the standard. 

□ the computer readable form has not been furnished or does not comply with the standard. 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-29 



because: 
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No: 



Claims 



Inventive step (IS) 



Yes: 
No: 



Claims 
Claims 



1 



■29 



Industrial applicability (IA) Yes: Claims 1-29 

No: Claims 



2. Citations and explanations 
see separate sheet 



VII. Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 



VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 
see separate sheet 
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Section III. 

1. Claim 30 has not been searched, cf. Rule 66(1 )(e) PCT. 
Section V. 

1 . The closest prior art is represented by document US-A-5 568 807 (=D1) which 
discloses a device according to the preambles of independent of claims 1 and 13. 

1.1 The concept of covering means which is in biased contact with the dose and 
which performs the function of a one-way valve is not disclosed in any of the 
available prior art documents. 

Independent claims 1 and 13 do therefore fulfil the requirements of Article 33(2)- 
(3) PCT, see also Section VIM below. 

2. Dependent claims 2-12 and 14-29 define preferred embodiments of the dose 
protector of claims 1 or 13. 

3. Claims 1-29 do therefore fulfil the requirements of Article 33(2)-(4) PCT. 
Section VII- 

1. The features of the claims are not provided with reference signs placed in 
parentheses (Rule 6.2(b) PCT). 

2. Contrary to the requirements of Rule 5.1 (a)(ii) PCT, the relevant background art 
disclosed in the document D1 is not mentioned in the description, nor is this 
document identified therein. 

Section VIII. 

1. Although claims 1 and 13 have been drafted as separate independent claims, they 
appear to relate effectively to the same subject-matter, i.e. overlapping scope, and 
to differ from each other only with regard to the definition of the subject-matter for 
which protection is sought or in respect of the terminology used for the features of 
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that subject-matter. 

The aforementioned claims therefore lack conciseness . 

Hence, claims 1 and 13 do not meet the requirements of Article 6 PCT. 

1.1 In order to overcome this objection, it would have been appropriate to draft the 
relevant subject-matter in terms of a single independent claim followed by 
dependent claims covering features which are merely optional (Rule 6.4 PCT). 

2. Moreover, claims 1-7 and 13-15 do not meet the requirements of Article 6 PCT in 
that the matter for which protection is sought is not clearly defined. 

The claims attempt to define the subject-matter in terms of the result to be 
achieved which merely amounts to a statement of the underlying problem. 
The essential technical features necessary for enabling the skilled man in the 
art to achieve these results should be added, see PCT Guidelines chapter III-4.4. 

3. The vague and imprecise statement in the description on page 12, last paragraph, 
implies that the subject-matter for which protection is sought may be different to 
that defined by the claims, thereby resulting in lack of clarity (Article 6 PCT) when 
used to interpret them (see also the PCT Guidelines, lll-4.3a). 



Form PCT/Separate Sheet/409 (Sheet 2) (EPO-April 1997) 



24-03-2001 ^ GB 00000091 

PG3619/PCT 



13 

CLAIMS 

1. A dose protector for use in an inhaler comprising a housing defining an 
airway; a dose of medicament optionally retained in a dose container; and 
5 covering means characterised in that said means is in biased contact with 

said dose or container retaining the dose and only opens in response to 
airflow though and/or pressure drop across the airway in a first direction but 
not in a second, opposite direction. 

10 2. A dose protector as claimed in claim 1 wherein the covering means is only 
open in the presence of airflow through and/or pressure drop across the 
airway in a first direction after which it returns to its resting position. 

3. A dose protector as claimed in claim 1 or claim 2 wherein the airflow through 
1 5 and/or pressure drop across the airway is caused by patient inhalation. 

4. A dose protector as claimed in claims 1 to 3 wherein the said covering means 
senses airflow through and/or pressure across drop the airway and responds 
thereto. 

20 

5. A dose protector as claimed in claim 4 incorporating electronic means for 
sensing airflow through and/or pressure drop across the airway and/or 
means of responding thereto. 

25 6. A dose protector as claimed in any preceding claim wherein the covering 
means responds by covering the dose more effectively when the airflow 
through and/or pressure drop across the airway is in a second direction. 
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7. A dose protector as claimed in claim 6 wherein airflow through and/or 
pressure drop across the airway in a second direction is caused by the 
patient exhaling. 

5 8. A dose protector as claimed in claims 1 to 7 where the covering means 
comprises one or more poppet valves, diaphragm valves, rotary valves, 
reciprocating valves, sealing flaps or a combination thereof. 

9. A dose protector as claimed in any one of claims 1 to 8 wherein the dose is 
1 0 metered by volume of medicament or surface area. 

10. A dose protector as claimed in claim 9 wherein the dose is metered by 
volume into a container. 

15 11. A dose protector as claimed in claim 10 wherein the said container is a 
pocket. 

12. A dose protector as claimed in any preceding claim wherein the dose or 
container retaining the dose has a surrounding rim. 

20 

13. A dose protector for use in an inhaler comprising a housing defining an 
airway; a pocket suitable for containing a dose of medicament; and 
characterised in that it comprises at least one sealing flap in biased contact 
with said pocket and providing a cover for the pocket; wherein the contact 

25 between the at least one sealing flap and the pocket is broken by airflow 

through the airway in a first direction but not in a second opposite direction. 

14. A dose protector as claimed in claim 13 wherein the sealing flap is spaced 
away from the pocket by the airflow once contact with the pocket is broken. 

30- ... _ _. 
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15. A dose protector as claimed in claim 13 or claim 14 additionally comprising a 
closure mechanism wherein the at least one sealing flap is held in contact 
with the pocket by a closure means which prevents the contact between the 
at least one sealing flap and the pocket being broken by airflow through the 

5 airway in any direction. 

16. A dose protector as claimed in claim 15 wherein the pocket has a 
surrounding rim. 

10 17. A dose protector as claimed in any one of claims 13 to 16 wherein the said 
sealing flap vibrates in the airflow once the contact with the pocket is broken. 

18. A dose protector as claimed in any one of claims 13 to 17 wherein the 
sealing flap is made of thermoset rubber. 

15 

19. A dose protector as claimed in any one of claims 13 to 18 wherein the 
sealing flap is of equivalent or slightly reduced width relative to the distance 
between the inside walls of the housing at the base of the walls of the 
housing where the sealing flap is in contact with the pocket. 

20 

20. A dose protector as claimed in claim 19 wherein the distance between the 
inside walls of the housing increases as the distance away from the pocket 
increases. 

25 21. A dose protector as claimed in claims 1 to 12 wherein the said covering 
means is spaced away from the dose or container retaining a dose to 
coincide with the airflow through and/or pressure drop across in the first 
direction once the contact with the dose or container retaining the dose is 
broken. 

30 - - ... " 
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22. A dose protector as claimed in any one of claims 1 to 21 wherein the 
covering means vibrates in the airflow through and/or pressure drop across 
the airway in the first direction. 

23. A dose container as claimed in claims 1 to 22 wherein the housing contains a 
valve flap such that when the airflow is in a second opposite direction, the 
airflow exits the housing by means of the valve flap. 

24. A dose protector as claimed in any preceding claim wherein the said covering 
means protects the dose from the patient exhaling into the device, moisture 
contamination, particulate contamination and loss of the dose or a 
combination thereof. 

25. A dose protector as claimed in any preceding claim additionally comprising a 
fixed seal. 

26. A dose protector as claimed in any one of claims 1 to 25, in combination with 
a dose of medicament. 

27. An inhaler comprising a body, a mouthpiece, and a dose protector as claimed 
in any preceding claim. 

28. An inhaler as claimed in claim 27 wherein the said inhaler is a dry powder 
inhaler. 

29. An inhaler as claimed in claim 26 or claim 27 in combination with at least one 
dose of a medicament. 

30. Use of an inhaler as claimed in any one of claims 27 to 29 for the 
administration of medicament. 
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Applicant's or agent's file reference 
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FOR FURTHER see Notification Q f Transmittal of International Search Report 

(Form PCT/ISA/220) as welt as, where applicable, item 5 below. 

ACTION 


International application No. 

PCT/GB 00/ 00919 


International filing date (day/month/year) 

10/03/2000 


(Earliest) Priority Date (day/month/year) 

10/03/1999 


Applicant 

GLAXO GROUP LIMITED et al. 



This International Search Report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 1 8. A copy is being transmitted to the International Bureau. 

This International Search Report consists of a total of 6 sheets. 

[X] It is also accompanied by a copy of each prior art document cited in this report. 



Basis of the report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item. 



□ 



the international search was carried out on the basis of a translation of the international application furnished to this 
Authority (Rule 23.1 (b)). 



With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international search 

was carried out on the basis of the sequence listing : 

| [ contained in the international application in written form. 

filed together with the international application in computer readable form. 



□ 

□ 
□ 

□ 



furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in computer readble form. 

the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

the statement that the information recorded in computer readable form is identical to the written sequence fisting has been 
furnished 



2. 
3. 



|"X"| Certain claims were found unsearchable (See Box I). 
| | Unity of invention is lacking (see Box II). 



4. With regard to the title, 

| X [ the text is approved as submitted by the applicant. 

| | the text has been established by this Authority to read as follows: 



With regard to the abstract, 

| | the text is approved as submitted by the applicant. 

Sthe text has been established, according to Rule 38.2(b), by this Authority as it appears in Box III. The applicant may, 
within one month from the date of mailing of this international search report, submit comments to this Authority. 

The figure of the drawings to be published with the abstract is Figure No. J_a 

| | as suggested by the applicant. None of the figures. 

| X | because the applicant failed to suggest a figure. 

| | because this figure better characterizes the invention. 
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Box 1 Observations where certain claims were found unsearchable (Continuation of item 1 of first sheet) 

This International Search Report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons: 



Claims Nos.: 33 

because they relate to subject matter not required to be searched by this Authority, namely: 

Rule 39.1(iv) PCT - Method for treatment of the human or animal body by 
therapy 

2. 2] Claims Nos.: 27,32 

because they relate to parts of the International Application that do not comply with the prescribed requirements to such 
an extent that no meaningful International Search can be carried out, specifically: 

Claims 27 and 32 contain references to the drawings contrary to the 
requirements of Rule 6.2(a) PCT. 

3. | | Claims Nos.: 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 

Box II Observations where unity of invention is lacking (Continuation of item 2 of first sheet) 

This International Searching Authority found multiple inventions in this international application, as follows: 



1 . I I As all required additional search fees were timely paid by the applicant, this International Search Report covers all 
' ' searchable claims. 

2. | | As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment 

of any additional fee. 



3. I | As only some of the required additional search fees were timely paid by the applicant, this International Search Report 
I ' covers only those claims for which fees were paid, specifically claims Nos.: 



4. | | No required additional search fees were timely paid by the applicant. Consequently, this International Search Report is 
restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 



Remark on Protest j j The additional search fees were accompanied by the applicant's protest. 

| | No protest accompanied the payment of additional search fees. 
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Box III TEXT OF THE ABSTRACT (Continuation of item 5 of the first sheet) 



Line 1 after "housing" insert "(40)" 
Line 2 after "container 11 insert "(20,30)" 

Line 3 after "means" insert "(10)", after "means" insert "(10)" 
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Continuation of Box 1.2 
Claims Nos. : 27,32 



Claims 27 and 32 containe references to the drawings contrary to the 
requirements of Rule 6.2(a) PCT. 

The applicant's attention is drawn to the fact that claims, or parts of 
claims, relating to inventions in respect of which no international 
search report has been established need not be the subject of an 
international preliminary examination (Rule 66.1(e) PCT). The applicant 
is advised that the EPO policy when acting as an International 
Preliminary Examining Authority is normally not to carry out a 
preliminary examination on matter which has not been searched. This is 
the case irrespective of whether or not the claims are amended following 
receipt of the search report or during any Chapter II procedure. 
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A. CLASSIFICATION OF SUBJECT MATTER 

IPC 7 A61M15/00 



According to International Patent Classification (IPC) or to both national classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 

IPC 7 A61M 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



Electronic data base consulted during the international search (name of data base and, where practical, search terms used) 

EPO-Internal , WPI Data, PAJ 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category ° 


Citation of document, with indication, where appropriate, of the relevant passages 


Relevant to claim No. 


X 


US 5 568 807 A (MECI KALSKI MARK B) 


1-3,5, 




29 October 1996 (1996-10-29) 


7-13,25, 




26,28-31 




abstract 






column 1, line 64 -column 2, line 4 






column 4, line 28-67 






figure 3 




Y 


6 


A 




4,14-24 


X 


US 5 447 151 A (BRUNET MICHEL ET AL) 


1-3,5, 




5 September 1995 (1995-09-05) 


7-13 


A 


column 14, 1 ine 9-31 


4,6, 






14-26, 






28-31 




-/-- 





Further documents are listed in the continuation of box C. 



0 



Patent family members are listed in annex. 



0 Special categories of cited documents : 

"A" document defining the general state of the art which is not 
considered to be of particular relevance 

"E" earlier document but published on or after the international 
filing date 

"L" document which may throw doubts on priority claim (s) or 
which is cited to establish the publication date of another 
citation or other special reason (as specified) 

"O" document referring to an oral disclosure, use, exhibition or 
other means 

"P" document published prior to the international filing date but 
later than the priority date claimed 



"T" later document published after the international filing date 
or priority date and not in conflict with the application but 
cited to understand the principle or theory underlying the 
invention 

"X" document of particular relevance; the claimed invention 
cannot be considered novel or cannot be considered to 
involve an inventive step when the document is taken alone 

"Y" document of particular relevance; the claimed invention 

cannot be considered to involve an inventive step when the 
document is combined with one or more other such docu- 
ments, such combination being obvious to a person skilled 
in the art. 

document member of the same patent family 



Date of the actual completion of the international search 

18 July 2000 


Date of mailing of the international search report 

0 I 08.00 


Name and mailing address of the ISA 

European Patent Office, P. B. 5818 Patentlaan 2 
NL - 2280 HV Rijswijk 
Tel. (+31-70) 340-2040, Tx. 31 651 epo nl, 
Fax: (+31-70) 340-3016 


Authorized officer 

Lager, J 
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US 5 349 945 A (LAW BRIAN R ET AL) 
27 September 1994 (1994-09-27) 
column 6, line 31-59; figures 6,7 



W0 96 13161 A (ARADIGM CORP) 

9 May 1996 (1996-05-09) 

page 14, line 22-28 

page 29, line 25 -page 32, line 22 

page 41, line 4-10 



US 5 533 505 A (KAELLSTRAND G0ERAN 
9 July 1996 (1996-07-09) 
abstract; figures 



ET AL) 



US 4 664 107 A (WASS ANTHONY C 
12 May 1987 (1987-05-12) 
abstract; figures 

US 5 823 183 A (LEITH FRANK A 
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CLAIMS 



10 



15 



1. A dose protector for use in an inhaler comprising a housing defining an 
airway; a dose of medicament optionally retained in a dose container; and 
covering means for said dose wherein covering means for the dose only 
opens in response to airflow though and/or pressure drop across the 
airway in a first direction but not in a second, opposite direction. 

2. A dose protector as claimed in claim 1 wherein the covering means is only 
open in the presence of airflow through and/or pressure drop across the 
airway in a first direction after which it returns to its resting position. 

3. A dose protector as claimed in claim 1 or claim 2 wherein the airflow 
through and/or pressure drop across the airway is caused by patient 
inhalation. 

4. A dose protector as claimed in any one of claims 1 to 3 wherein the 
covering means is in biased contact with the dose or container retaining 



5. A dose protector as claimed in claims 1 to 3 wherein the said covering 
means senses airflow through and/or pressure across drop the airway and 
responds thereto. 



the dose. 



25 



6. 



A dose protector as claimed in claim 5 incorporating electronic means for 
sensing airflow through and/or pressure drop across the airway and/or 
means of responding thereto 



WO 00/53248 



PCT/GB00/00919 



14 

7. A dose protector as claimed in any preceding claim wherein the covering 
means responds by covering the dose more effectively when the airflow 
through and/or pressure drop across the airway is in a second direction 

8. A dose protector as claimed in claim 7 wherein airflow through and/or 
pressure drop across the airway in a second direction is caused by the 
patient exhaling. 

9. A dose protector as claimed in claims 1 to 8 where the covering means 
comprises one or more poppet valves, diaphragm valves, rotary valves, 
reciprocating valves, sealing flaps or a combination thereof. 

10. A dose protector as claimed in any one of claims 1 to 9 wherein the dose 
is metered by volume of medicament or surface area. 

11. A dose protector as claimed in claim 10 wherein the dose is metered by 
volume into a container. 

12. A dose protector as claimed in claim 11 wherein the said container is a 
pocket. 

13. A dose protector as claimed in any preceding claim wherein the dose or 
container retaining the dose has a surrounding rim. 

14. A dose protector for use in an inhaler comprising a housing defining an 
airway; a pocket suitable for containing a dose of medicament; and at 
least one sealing flap in biased contact with said pocket and providing a 
cover for the pocket; wherein the contact between the at least one sealing 



r 
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flap and the pocket is broken ly airflow through the airway in a first 
direction but not in a second opposite direction. 



15. A dose protector as claimed in claim 14 wherein the sealing flap is spaced 
5 away from the pocket by the airflow once contact with the pocket is 

broken. 



16. A dose protector as claimed in claim 14 or claim 15 additionally 
comprising a closure mechanism wherein the at least one sealing flap is 

10 held in contact with the pocket by a closure means which prevents the 

contact between the at least one sealing flap and the pocket being broken 
by airflow through the airway in any direction. 

17. A dose protector as claimed in claim 16 wherein the pocket has a 
15 surrounding rim. 

18. A dose protector as claimed in any one of claims 14 to 17 wherein the 
said sealing flap vibrates in the airflow once the contact with the pocket is 
broken. 



20 



A dose protector as claimed in any one of claims 14 to 18 wherein the 
sealing flap is made of thermoset rubber. 



20. A dose protector as claimed in any one of claims 14 to 19 wherein the 
25 sealing flap is of equivalent or slightly reduced width relative to the 

distance between the inside walls of the housing at the base of the walls 
of the housing where the sealing flap is in contact with the pocket. 
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21 . A dose protector as claimed in dlaim 20 wherein the distance between the 
inside wails of the housing increases as the distance away from the 
pocket increases. 

22. A dose protector as claimed in claims 1 to 13 wherein the said covering 
means is spaced away from the dose or container retaining a dose to 
coincide with the airflow through and/or pressure drop across in the first 
direction once the contact with the dose or container retaining the dose is 
broken. 

23. A dose protector as claimed in any one of claims 1 to 22 wherein the 
covering means vibrates in the airflow through and/or pressure drop 
across the airway in the first direction. 

24. A dose container as claimed in claims 1 to 23 wherein the housing 
contains a valve flap such that when the airflow is in a second opposite 
direction, the airflow exits the housing by means of the valve flap. 

25. A dose protector as claimed in any preceding claim wherein the said 
covering means protects the dose from the patient exhaling into the 
device, moisture contamination, particulate contamination and loss of the 
dose or a combination thereof. 

26. A dose protector as claimed in any preceding claim additionally 
comprising a fixed seal. 

27. A dose protector substantially as described in the accompanying Figures 
1a to 9. 
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28. A dose protector as claimed in any one of claims 1 to 27, in combination 
with a dose of medicament. 

29. An inhaler comprising a body, a mouthpiece, and a dose protector as 
claimed in any preceding claim. 

30. An inhaler as claimed in claim 29 wherein the said inhaler is a dry powder 
inhaler. 

31. An inhaler as claimed in claim 28 or claim 29 in combination with at least 
one dose of a medicament. 

32. An inhaler substantially as described in the accompanying Figure 6 and 9. 

33. Use of an inhaler as claimed in any one of claims 29 to 32 for the 
administration of medicament. 
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INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/G BOO/009 1 9 



I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 1 7)): 
Description, pages: 

1-12 as originally filed 

Claims, No.: 

1 -30 as received on 24/03/2001 with letter of 1 9/03/2001 

Drawings, sheets: 

1 /4-4/4 as originally filed 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

G3 the claims, Nos.: 31-33 
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□ 



the drawings, 



sheets: 



5. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 

III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application. 
IS claims Nos. 30. 



□ the said international application, or the said claims Nos. relate to the following subject matter which does 
not require an international preliminary examination (specify): 



□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 



□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

El no international search report has been established for the said claims Nos. 30. 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide 
and/or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 



□ the written form has not been furnished or does not comply with the standard. 

□ the computer readable form has not been furnished or does not comply with the standard. 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-29 



because: 
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No: 



Claims 



Inventive step (IS) 



Yes: 
No: 



Claims 1 -29 
Claims 



Industrial applicability (IA) Yes: Claims 1 -29 

No: Claims 



2. Citations and explanations 
see separate sheet 



VII. Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 



VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 
see separate sheet 
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Section III. 

1. Claim 30 has not been searched, cf. Rule 66(1 )(e) PCT. 
Section V. 

1 . The closest prior art is represented by document US-A-5 568 807 (=D1) which 
discloses a device according to the preambles of independent of claims 1 and 13. 

1.1 The concept of covering means which is in biased contact with the dose and 
which performs the function of a one-way valve is not disclosed in any of the 
available prior art documents. 

Independent claims 1 and 13 do therefore fulfil the requirements of Article 33(2)- 
(3) PCT, see also Section VIII below. 

2. Dependent claims 2-12 and 14-29 define preferred embodiments of the dose 
protector of claims 1 or 13. 

3. Claims 1-29 do therefore fulfil the requirements of Article 33(2)-(4) PCT. 
Section VII. 

1 . The features of the claims are not provided with reference signs placed in 
parentheses (Rule 6.2(b) PCT). 

2. Contrary to the requirements of Rule 5.1 (a)(ii) PCT, the relevant background art 
disclosed in the document D1 is not mentioned in the description, nor is this 
document identified therein. 

Section VIII. 

1 . Although claims 1 and 13 have been drafted as separate independent claims, they 
appear to relate effectively to the same subject-matter, i.e. overlapping scope, and 
to differ from each other only with regard to the definition of the subject-matter for 
which protection is sought or in respect of the terminology used for the features of 
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that subject-matter. 

The aforementioned claims therefore lack conciseness . 

Hence, claims 1 and 13 do not meet the requirements of Article 6 PCT. 

1.1 In order to overcome this objection, it would have been appropriate to draft the 
relevant subject-matter in terms of a single independent claim followed by 
dependent claims covering features which are merely optional (Rule 6.4 PCT). 

2. Moreover, claims 1-7 and 13-15 do not meet the requirements of Article 6 PCT in 
that the matter for which protection is sought is not clearly defined. 

The claims attempt to define the subject-matter in terms of the result to be 
achieved which merely amounts to a statement of the underlying problem. 
The essential technical features necessary for enabling the skilled man in the 
art to achieve these results should be added, see PCT Guidelines chapter III-4.4. 

3. The vague and imprecise statement in the description on page 12, last paragraph, 
implies that the subject-matter for which protection is sought may be different to 
that defined by the claims, thereby resulting in lack of clarity (Article 6 PCT) when 
used to interpret them (see also the PCT Guidelines, lll-4.3a). 
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